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(f) Plumbing. The plumbing in your 
physical plant must be of an adequate 
size and design and be adequately in-
stalled and maintained to: 

(1) Carry sufficient amounts of water 
to required locations throughout the 
physical plant; 

(2) Properly convey sewage and liquid 
disposable waste from your physical 
plant; 

(3) Avoid being a source of contami-
nation to components, dietary supple-
ments, water supplies, or any contact 
surface, or creating an unsanitary con-
dition; 

(4) Provide adequate floor drainage in 
all areas where floors are subject to 
flooding-type cleaning or where normal 
operations release or discharge water 
or other liquid waste on the floor; and 

(5) Not allow backflow from, or cross 
connection between, piping systems 
that discharge waste water or sewage 
and piping systems that carry water 
used for manufacturing dietary supple-
ments, for cleaning contact surfaces, or 
for use in bathrooms or hand-washing 
facilities. 

(g) Sewage disposal. You must dispose 
of sewage into an adequate sewage sys-
tem or through other adequate means. 

(h) Bathrooms. You must provide your 
employees with adequate, readily ac-
cessible bathrooms. The bathrooms 
must be kept clean and must not be a 
potential source of contamination to 
components, dietary supplements, or 
contact surfaces. 

(i) Hand-washing facilities. You must 
provide hand-washing facilities that 
are designed to ensure that an employ-
ee’s hands are not a source of contami-
nation of components, dietary supple-
ments, or any contact surface, by pro-
viding facilities that are adequate, con-
venient, and furnish running water at a 
suitable temperature. 

(j) Trash disposal. You must convey, 
store, and dispose of trash to: 

(1) Minimize the development of 
odors; 

(2) Minimize the potential for the 
trash to attract, harbor, or become a 
breeding place for pests; 

(3) Protect against contamination of 
components, dietary supplements, any 
contact surface, water supplies, and 
grounds surrounding your physical 
plant; and 

(4) Control hazardous waste to pre-
vent contamination of components, di-
etary supplements, and contact sur-
faces. 

(k) Sanitation supervisors. You must 
assign one or more employees to super-
vise overall sanitation. Each of these 
supervisors must be qualified by edu-
cation, training, or experience to de-
velop and supervise sanitation proce-
dures. 

§ 111.16 What are the requirements 
under this subpart C for written 
procedures? 

You must establish and follow writ-
ten procedures for cleaning the phys-
ical plant and for pest control. 

§ 111.20 What design and construction 
requirements apply to your phys-
ical plant? 

Any physical plant you use in the 
manufacture, packaging, labeling, or 
holding of dietary supplements must: 

(a) Be suitable in size, construction, 
and design to facilitate maintenance, 
cleaning, and sanitizing operations; 

(b) Have adequate space for the or-
derly placement of equipment and 
holding of materials as is necessary for 
maintenance, cleaning, and sanitizing 
operations and to prevent contamina-
tion and mixups of components and di-
etary supplements during manufac-
turing, packaging, labeling, or holding; 

(c) Permit the use of proper pre-
cautions to reduce the potential for 
mixups or contamination of compo-
nents, dietary supplements, or contact 
surfaces, with microorganisms, chemi-
cals, filth, or other extraneous mate-
rial. Your physical plant must have, 
and you must use, separate or defined 
areas of adequate size or other control 
systems, such as computerized inven-
tory controls or automated systems of 
separation, to prevent contamination 
and mixups of components and dietary 
supplements during the following oper-
ations: 

(1) Receiving, identifying, holding, 
and withholding from use, components, 
dietary supplements, packaging, and 
labels that will be used in or during the 
manufacturing, packaging, labeling, or 
holding of dietary supplements; 

(2) Separating, as necessary, compo-
nents, dietary supplements, packaging, 
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